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Q^This application has been examined [p^ponsive to communication filed on fy>*l 1 4^9 r-j This actjon is made {ina ,_ 

A shortened statutory period lor response to this action is set to expire _2_month(s), ' days Irom the date of this letter. 

Failure to respond within the period for response will cause the application to become abandoned. 35 U.S.C. 133 

Part I THE FOLLOWING ATTACHMENT! S) ARE PART OF THIS ACTION: 

L Q Notice of References Cited by Examiner, PTO-692. 2. [Q^fJotice re Patent Orawing, PTO-948. 

J. □ Notice of Art Cited by Applicant, PTO-1449 4. □ Notice of informal Patent Application, Form PTO-152 

5. □ information on How to Effect Drawing Changes, PTO-1474 6. □ _ 

Part II SUMMARY OF ACTION 



l - S / ciaims_Zn_53 



— are pending in the application. 

Of the above, claims ^ > ®~*tS are withdrawn from consideration. 

2. □ Claims _ , have ^en cancelled. 

S. Q Claims ___ are allowed. 

4. (&C^\m ItIOS ) VlP~5 3> are rejected. 

5. □ Claims _ are objected to. 

6. □ Claims _ _ ^ n suhject to restriction or election requirement. 

7 - tyj^This application has been filed with informal drawings which are acceptable for examination purposes untit such time as allowable subjeci 
matter is Indicated. 

CD Allowable subject matter having been indicated, formal drawings are required in response to this Office action. 



*■ CU The corrected or substitute drawings have been received on. These drawings are □ acceptable; 

I I not acceptable fsee explanation), 

10 * □ Tne O proposed drawing correction and/or the Q proposed additional or substitute sheet! s> of drawings, filed on 

has (have) been □ approved by the examiner, Q disapproved by the examiner (see explanation!. 

ll * O Tn « proposed drawing correction, f i led _ t has been □ approved. Q disapproved (see explanation). However, 

the Patent and Trademark Office no longer makes drawing changes. It is now applicant's responsibility to ensure that the drawings are 
corrected. Corrections MU . S J be effected in accordance with the instructions set forth on the attached letter "INFORMATION ON HOW TO 
EFFECT DRAWING CHANGES", PTO-1474. 

l2 * IZ3 Acknowledgment is made of the claim for priority under 35 U.S.C. 119. The certified copy has Q been received [~] not been received 



IT] been filetl in Parent application, serial 



D Since this »PPl'cation appears to be in condition for allowance except for formal matters, prosecution as to the merits is closed i 
accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

14. □ Other 
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Claims 1-10, 46-53 are rejected under 35 U.S.C. § 112, 
second paragraph, as being indefinite for failing to particularly 
Point out and distinctly claia the subject .natter which applicant 
regards as the invention. 

Claims 1 ana 9 are vague and indefinate because it is 
unclear how the chemical and physical properties of the polymer 
and the solvent must be related to enable the invention to 
operate. The claim is unduly broad because all biocompatible 
solvents will no t dissapate from the implant. Therefore the 
claim lacks sufficient recitation of the chemical and physical 
properties to enable the functional step c. Additionally, the 
claim is unduly broad so that it is vague and indefinate because 
some non-reactive polymers exist which will „ ot form solid 
implants in the body. An example is uncrosslinked 
polyvinylpyrrolidone, claim 2 contains water soluble polymers. 
These will not form solid implants. Claims 2-10 are vague and 
indefinate because the Markush group is improperly expressed. 
The proper expression is "consisting of." use of the expression 
"consisting essentially of results in undue breadth. Claim 7 is 
vague and indefinate because it is unclear what the term "and/or" 
implies . 

of 35 T u e S f? U s1SI ILI ?orm a theV f th ? a "^°»«^e paragraphs 
this section made intl ll ottSl action? 0 " ^ reJections 

?h?Th 0n - Shal i. be titled to a patent unless - 

(b) the invention was patented o? descrSeHn a printed 
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date of application for patent in the UnTted^ates? 

Claims 1,7,8,46, and 52 are rejected under 35 U.S.C. 
§ 102(b) as being clearly anticipated by Gurney '527. 

Claims 1,2,6,7,46 are rejected under 35 U.S.C. § 102(b) as 
being clearly anticipated by Widra '629. 

Skill in ^r ent j°? was . made to « P^son having ordinary 

Claims 3-5, 9, 10, 46-53 are rejected under 35 U.S.C. § 103 
as being unpatentable over Widra '629 in view of Yolles '699. 

Widra discloses the instant invention except for the 
specific polymers of claim 3, the specific solvents of claims 4, 
9, and 10, and the specific drugs. Yolles exemplifies that 
polylactides are commonly used as biodegradable drug delivery 
devices. m addition, Yolles discloses a wide variety of drugs 
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which can be employed in the invention. It would be obvious to 
one of ordinary skill in the art to use the biodegradable 
polymers of Yolles in the Widra device because Widra discloses 
the desirable characteristics if the device in terms of 
Pliability, drug release and bioerodibility . Similiarly, it is 
an obvious design choice to incorporate any drug into the Widra 
device to correspond with the desired therapeutic effect. 
Therefore the invention as claimed is obvious. 

The prior art made of record and not relied upon is 
considered pertinent to applicant's disclosure. 

Any inquiry concerning this communication should be directed 
to Sharon Rose at telephone number (703) 557-3125. 



Sharon Rose 
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